
   

HIGHLIGHTS OF PRESCRIBING INFORMATION 
These highlights do not include all the information needed to use 
VRAYLAR safely and effectively.  See full prescribing information for 
VRAYLAR.   
 

VRAYLAR® (cariprazine) capsules, for oral use 
Initial U.S. Approval: 2015 
 

WARNING: INCREASED MORTALITY IN ELDERLY PATIENTS 
WITH DEMENTIA-RELATED PSYCHOSIS and SUICIDAL 

THOUGHTS AND BEHAVIORS 
See full prescribing information for complete boxed warning. 

 
    Elderly patients with dementia-related psychosis treated with   

antipsychotic drugs are at an increased risk of death. VRAYLAR is not 
approved for the treatment of patients with dementia-related psychosis. 
(5.1) 

    Antidepressants increased the risk of suicidal thoughts and behaviors in 
pediatric and young adult patients. Closely monitor all antidepressant-
treated patients for clinical worsening and emergence of suicidal 
thoughts and behaviors. Safety and effectiveness of VRAYLAR have 
not been established in pediatric patients (5.2, 8.4) 

 
----------------------------RECENT MAJOR CHANGES---------------------------- 
Indications and Usage  (1)    12/2022 
Dosage and Administration (2.5)    12/2022 
Warnings and Precautions (5.7, 5.12)   12/2022 
 
-------------------------------INDICATIONS AND USAGE--------------------------- 
VRAYLAR is an atypical antipsychotic indicated for: 
 Treatment of schizophrenia in adults (1) 
 Acute treatment of manic or mixed episodes associated with bipolar I 

disorder in adults (1)  
 Treatment of depressive episodes associated with bipolar I disorder (bipolar 

depression) in adults (1) 
 Adjunctive therapy to antidepressants for the treatment of major depressive 

disorder (MDD) in adults (1) 
 

-------------------------DOSAGE AND ADMINISTRATION----------------------- 
 Administer VRAYLAR once daily with or without food (2) 

 Starting Dose Recommended Dose 
Schizophrenia (2.2) 1.5 mg daily 1.5 mg to 6 mg daily 
Bipolar Mania (2.3) 1.5 mg daily 3 mg to 6 mg daily 
Bipolar Depression (2.4) 1.5 mg daily 1.5 mg or 3 mg daily 
Adjunctive therapy to 
antidepressants for MDD (2.5) 

1.5 mg daily 1.5 mg or 3 mg daily 

 Schizophrenia and Bipolar Mania: Maximum recommended daily dosage is 
6 mg. Dosages above 6 mg daily do not confer significant benefit, but 
increase the risk of dose-related adverse reactions (2.2, 2.3) 

 Bipolar Depression: Maximum recommended daily dosage is 3 mg (2.4)   
 Adjunctive therapy for treatment of MDD: Maximum recommended daily 

dosage is 3 mg (2.5) 
 
 

---------------------DOSAGE FORMS AND STRENGTHS---------------------- 
Capsules: 1.5 mg, 3 mg, 4.5 mg, and 6 mg (3) 
 

-------------------------------CONTRAINDICATIONS--------------------------- 
 Known hypersensitivity to VRAYLAR (4) 

-----------------------WARNINGS AND PRECAUTIONS---------------------- 
 Cerebrovascular Adverse Reactions in Elderly Patients with Dementia-

Related Psychosis: Increased incidence of cerebrovascular adverse 
reactions (e.g., stroke, transient ischemic attack) (5.3) 

 Neuroleptic Malignant Syndrome: Manage with immediate 
discontinuation and close monitoring (5.4) 

 Tardive Dyskinesia: Discontinue if appropriate (5.5) 
 Late-Occurring Adverse Reactions: Because of VRAYLAR’s long half-

life, monitor for adverse reactions and patient response for several 
weeks after starting VRAYLAR and with each dosage change (5.6) 

 Metabolic Changes: Monitor for hyperglycemia/diabetes mellitus, 
dyslipidemia and weight gain (5.7) 

 Leukopenia, Neutropenia, and Agranulocytosis: Perform complete 
blood counts (CBC) in patients with pre-existing low white blood cell 
counts (WBC) or history of leukopenia or neutropenia. Consider 
discontinuing VRAYLAR if a clinically significant decline in WBC 
occurs in absence of other causative factors (5.8) 

 Orthostatic Hypotension and Syncope: Monitor heart rate and blood 
pressure and warn patients with known cardiovascular or 
cerebrovascular disease, and risk of dehydration or syncope (5.9) 

 Seizures: Use cautiously in patients with a history of seizures or with 
conditions that lower the seizure threshold (5.11) 

 Potential for Cognitive and Motor Impairment: Use caution when 
operating machinery (5.12) 

 

----------------------------ADVERSE REACTIONS------------------------------- 
Most common adverse reactions (incidence ≥ 5% and at least twice the rate 
of placebo) were (6.1): 
 Schizophrenia: extrapyramidal symptoms and akathisia 
 Bipolar mania: extrapyramidal symptoms, akathisia, dyspepsia, 

vomiting, somnolence, and restlessness 
 Bipolar depression: nausea, akathisia, restlessness, and extrapyramidal 

symptoms 
 Adjunctive treatment of MDD: akathisia, restlessness, fatigue, 

constipation, nausea, insomnia, increased appetite, dizziness, and 
extrapyramidal symptoms 

 
To report SUSPECTED ADVERSE REACTIONS, contact Allergan at 
1-800-678-1605 or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch. 
 

----------------------------DRUG INTERACTIONS------------------------------- 
 Strong CYP3A4 inhibitors: Reduce VRAYLAR dosage by half (2.6, 

7.1) 
 CYP3A4 inducers: Concomitant use is not recommended (2.6, 7.1) 
 

----------------------USE IN SPECIFIC POPULATIONS----------------------- 
 Pregnancy: Based on animal data, may cause fetal harm. (8.1) 
 

See 17 for PATIENT COUNSELING INFORMATION and Medication 
Guide   
 

    Revised: 12/2022 
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Study 4: In a 3-week, placebo-controlled trial (N = 492) involving two flexible-dose range groups of 
VRAYLAR (3 to 6 mg/day or 6 to 12 mg/day), both VRAYLAR dose groups were superior to placebo on 
the YMRS total score and the CGI-S. The 6 to 12 mg/day dose group showed no additional advantage.  
 
Study 5: In a 3-week, placebo-controlled trial (N = 235) involving a flexible-dose range of VRAYLAR (3 
to 12 mg/day), VRAYLAR was superior to placebo on the YMRS total score and the CGI-S.  
 
Study 6: In a 3-week, placebo-controlled trial (N = 310) involving a flexible-dose range of VRAYLAR (3 
to 12 mg/day), VRAYLAR was superior to placebo on the YMRS total score and the CGI-S.  
 
The efficacy of VRAYLAR was established at doses ranging from 3 to 12 mg/day. Doses above 6 mg did 
not appear to have additional benefit over lower doses (Table 15), and there was a dose-related increase in 
certain adverse reactions. Therefore, the maximum recommended dose is 6 mg/day.  
 
Examination of population subgroups based on age (there were few patients over 55), sex, and race did not 
suggest any clear evidence of differential responsiveness. 
 

Table 15.  Primary Analysis Results from Manic or Mixed Episodes Associated with  
Bipolar I Disorder Trials 

Study 
Number 

Treatment Group              
(# ITT patients) 

Primary Efficacy Endpoint: YMRS Total 

 
Mean 

Baseline 
Score (SD) 

LS Mean 
Change from 
Baseline (SE) 

Placebo-subtracted 
Differencea (95% CI) 

Study 4 VRAYLAR (3-6 mg/day)* 
(n=165) 

33.2 (5.6) -18.6 (0.8) -6.1 (-8.4, -3.8) 

VRAYLAR (6-12 mg/day)*b 
(n=167) 

32.9 (4.7) -18.5 (0.8) -5.9 (-8.2, -3.6) 

Placebo 
(n=160) 

32.6 (5.8) -12.5 (0.8) -- 

Study 5  VRAYLAR (3-12 mg/day)*b 
(n=118) 

30.6 (5.0) -15.0 (1.1) -6.1 (-8.9, -3.3) 

Placebo 
(n=117) 

30.2 (5.2) -8.9 (1.1) -- 

Study 6  VRAYLAR (3-12 mg/day)*b 
(n=158) 

32.3 (5.8) -19.6 (0.9) -4.3 (-6.7, -1.9) 

Placebo 
(n=152) 

32.1 (5.6) -15.3 (0.9) -- 

ITT: intent-to-treat; SD: standard deviation; SE: standard error; LS Mean: least-squares mean; CI: unadjusted confidence interval 
aDifference (drug minus placebo) in least-squares mean change from baseline 
*Doses that are statistically significantly superior to placebo 
bThe maximum recommended daily dose is 6 mg. Doses above 6 mg daily do not confer increased effectiveness sufficient to 
outweigh dose-related adverse reactions. 
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Figure 4. Change from Baseline in YMRS total score by study visit (Study 4) 

 
* The maximum recommended daily dose is 6 mg. Doses above 6 mg daily do not confer increased effectiveness sufficient to outweigh 
dose-related adverse reactions. 

 
14.3  Depressive Episodes Associated with Bipolar I Disorder (Bipolar Depression) 
The efficacy of VRAYLAR in the treatment of depressive episodes associated with bipolar I disorder 
(bipolar depression) was established in one 8-week and two 6-week placebo-controlled trials in patients 
(mean age of 43 years, range 18 to 65 years; 61% were female; and 75% were Caucasian) who met DSM-
IV-TR or DSM-5 criteria for depressive episodes associated with bipolar I disorder.   
 
In each study, the primary endpoint was change from baseline in Montgomery-Asberg Depression Rating 
Scale (MADRS) total score at the end of Week 6. The MADRS is a 10-item clinician-rated scale with total 
scores ranging from 0 (no depressive features) to 60 (maximum score). The MADRS total score change 
from baseline for VRAYLAR compared to placebo is shown in Table 16. The time course of efficacy 
results of Study 8 is shown in Figure 5. In each study, the VRAYLAR 1.5 mg dose demonstrated statistical 
significance over placebo. The secondary endpoint was change from baseline to Week 6 in CGI-S. The 
CGI-S is validated clinician-related scale that measures the patient’s current illness state and overall 
clinical state on a 1 (normal, not at all ill) to 7-point (extremely ill) scale.   
 
Study 7: In an 8-week, placebo-controlled trial (N = 571) involving three-fixed doses of VRAYLAR (0.75 
mg/day, 1.5 mg/day, and 3 mg/day), VRAYLAR 1.5 mg was superior to placebo at end of Week 6 on the 
MADRS total score and the CGI-S. 
 
Study 8: In a 6-week, placebo-controlled trial (N = 474) involving two-fixed doses of VRAYLAR (1.5 
mg/day and 3 mg/day), VRAYLAR 1.5 mg and 3 mg were superior to placebo at end of Week 6 on the 
MADRS total score.   
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Study 9: In a 6-week, placebo-controlled trial (N = 478) involving two-fixed doses of VRAYLAR (1.5 
mg/day and 3 mg/day), VRAYLAR 1.5 mg was superior to placebo at end of Week 6 on the MADRS total 
score and the CGI-S. 
 
Examination of population subgroups based on age (there were few patients over 55), sex, and race did not 
suggest any clear evidence of differential responsiveness. 
 

Table 16. Primary Analysis Results from Bipolar Depression Trials 

Study Number Treatment Group            
(# ITT patients) 

Primary Efficacy Endpoint: MADRS Total 

 
Mean 

Baseline 
Score (SD) 

LS Mean 
Change 

from 
Baseline 

(SE) 

Placebo-subtracted 
Differencea (95% 

CI) 

Study 7 
VRAYLAR (1.5 
mg/day)* (n=145) 
VRAYLAR (3 mg/day) 
(n=145) 
Placebo 
(n=141) 

 
30.3 (4.4) 

 
30.6 (4.7) 

 
30.4 (4.6) 

 
-15.1 (0.8) 

 
-13.7 (0.9) 

 
-11.1 (0.9) 

 
-4.0 (-6.3, -1.6) 

 
-2.5 (-4.9, -0.1) 

Study 8 VRAYLAR (1.5 
mg/day)* (n=154) 

30.7 (4.3) -15.1 (0.8) -2.5 (-4.6, -0.4) 

VRAYLAR (3 mg/day)* 
(n=164) 

31.0 (4.9) -15.6 (0.8) -3.0 (-5.1, -0.9) 

Placebo 
(n=156) 

30.2 (4.4) -12.6 (0.8)  

Study 9 VRAYLAR (1.5 
mg/day)* 
(n=162) 

31.5 (4.3) -14.8 (0.8) -2.5 (-4.6, -0.4) 

VRAYLAR (3 mg/day) 
(n=153) 

31.5 (4.8) -14.1 (0.8) -1.8 (-3.9, 0.4) 

Placebo 
(n=163) 

31.4 (4.5) -12.4 (0.8)  

ITT: intent-to-treat; SD: standard deviation; SE: standard error; LS Mean: least-squares mean; CI: confidence interval 
aDifference (drug minus placebo) in least-squares mean change from baseline    
*Doses that are statistically significantly superior to placebo 
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Figure 5.  LS Mean* Change from Baseline in MADRS Total Score by Visits (Study 8) 

 
*LS Mean: least-squares mean 

 
14.4  Adjunctive Treatment of Major Depressive Disorder 
The efficacy of VRAYLAR as adjunctive therapy to antidepressants for the treatment of major depressive 
disorder (MDD) was evaluated in 2 trials in adult patients (mean age of 45 years, range 18 to 65 years; 
72% were female; and 85% were Caucasian) who met DSM-IV-TR or DSM-5 criteria for MDD, with or 
without symptoms of anxiety, who had an inadequate response to 1 to 3 courses of prior antidepressant 
(ADT) therapy. Inadequate response during antidepressant treatment was defined as less than 50% 
improvement to antidepressant treatment of adequate dose and adequate duration.  
 
In each study, the primary endpoint was change from baseline to Week 6 (Study 10) or Week 8 (Study 11) 
in the Montgomery-Asberg Depression Rating Scale (MADRS) total score, a 10-item clinician-rated scale 
used to assess the degree of depressive symptomatology, with 0 representing no symptoms and 60 
representing worst symptoms.  
 
Study 10: In a 6-week, placebo-controlled trial (N = 751) involving two fixed doses of VRAYLAR (1.5 
mg per day or 3 mg per day) + ADT, VRAYLAR 1.5 mg + ADT was superior to placebo + ADT at end of 
Week 6 on the MADRS total score. The treatment effect in the VRAYLAR 3 mg per day + ADT group 
(vs. placebo + ADT) was not statistically significant. 
 
Study 11: An 8-week, placebo-controlled trial (N = 808) involved flexible doses of VRAYLAR 1 to 2 mg 
per day + ADT or 2 to 4.5 mg per day + ADT. VRAYLAR 2 to 4.5 mg (mean dose was 2.6 mg) + ADT 
was superior to placebo + ADT at end of Week 8 on the MADRS total score. The treatment effect in the 
VRAYLAR 1 to 2 mg per day + ADT group (vs. placebo + ADT) was not statistically significant. 
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Results from the primary efficacy parameters for both trials (Studies 10 and 11) are shown below in Table 
17. Figure 6 below shows the time course of response based on the primary efficacy measure (MADRS 
total score) in Study 10. 
 

Table 17: Primary Analysis Results from Adjunctive Treatment of Major Depressive Disorder 
Trials 

 

Study 
Number 

Treatment Group            
(# ITT patients) 

Primary Efficacy Endpoint: MADRS Total 
Score 

 
Mean 

Baseline 
Score (SD) 

LS Mean 
Change 

from 
Baseline 

(SE) 

Placebo-subtracted 
Differencea (95% 

CI) 

Study 10 
VRAYLAR (1.5 mg/day) + 
ADT* (n=250) 
VRAYLAR (3 mg/day) + 
ADT 
(n=252) 
Placebo + ADT 
(n=249) 

 
32.8 (5.0) 

 
32.7 (4.9) 

 
 

31.9 (5.7) 
 

 
-14.1 (0.7) 

 
-13.1 (0.7) 

 
 

-11.5 (0.7) 
 

 
-2.5(-4.2, -0.9) 

 
-1.5 (-3.2, 0.1) 

 

Study 11 VRAYLAR (1 to 2 mg/day) 
+ ADT (n=273) 

29.0 (4.3) 
 

-13.4 (0.5) -0.9 (-2.4, 0.6) 
 

VRAYLAR (2 to 4.5 
mg/day) + ADT* 
(n=271) 

29.3 (4.1) 
 

-14.6 (0.6) 
 

-2.2 (-3.7, -0.6) 
 

Placebo + ADT 
(n=264) 

28.9 (4.3) 
 

-12.5 (0.5)  

SD: standard deviation; SE: standard error; LS Mean: least-squares mean; CI: unadjusted confidence interval 
* Dosages statistically significantly superior to placebo 
a Difference (drug minus placebo) in least-squares mean change from baseline 

 
Examination of population subgroups based on age, sex, and race did not suggest any clear evidence of 
differential responsiveness. 
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Figure 6.  LS Mean‡ Change from Baseline to Week 6 in MADRS Total Score in 
Adjunctive Treatment of Major Depressive Disorder (Study 10) 

 
 

 
‡ LS Mean: least-squares mean 
* Dose was not statistically significant. 

 

16. HOW SUPPLIED/STORAGE AND HANDLING 
 
16.1 How Supplied 
VRAYLAR (cariprazine) capsules are supplied as follows: 
 

Capsule Strength Imprint Codes 
 

Capsule Color 
Package Configuration NDC Code 

1.5 mg FL 1.5 

White cap and 
body 

Blister pack of 7 61874-115-17 
Bottle of 30 61874-115-30 
Bottle of 90 61874-115-90 

Box of 20 (Hospital Unit Dose) 61874-115-20 

3 mg FL 3 
Green to blue-
green cap and 

white body 

Bottle of 30 61874-130-30 
Bottle of 90 61874-130-90 

Box of 20 (Hospital Unit Dose) 61874-130-20 

4.5 mg FL 4.5 
Green to blue-

green cap and body 
Bottle of 30 61874-145-30 
Bottle of 90 61874-145-90 

6 mg FL 6 
Purple cap and 

white body 
Bottle of 30 61874-160-30 
Bottle of 90 61874-160-90 

(1) 1.5 mg, (6) 3 mg FL 1.5, FL 3  Mixed Blister pack of 7 61874-170-08 
 
16.2 Storage and Handling 
Store at 20C to 25°C (68F to 77°F); excursions permitted between 15°C and 30°C (59°F and 86°F) [see 
USP Controlled Room Temperature]. Protect 3 mg and 4.5 mg capsules from light to prevent potential 
color fading. 
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17. PATIENT COUNSELING INFORMATION 
 
Advise the patient or caregiver to read the FDA-approved patient labeling (Medication Guide). 
 
Suicidal Thoughts and Behaviors  
Advise patients and caregivers to look for the emergence of suicidal thoughts and behaviors, especially 
early during treatment and when the dosage is adjusted up or down and instruct them to report such 
symptoms to their healthcare provider [see Box Warning and Warnings and Precautions (5.2)]. 
 
Dosage and Administration 
Advise patients that VRAYLAR can be taken with or without food. Counsel them on the importance of 
following dosage escalation instructions [see Dosage and Administration (2)]. 
 
Neuroleptic Malignant Syndrome (NMS) 
Counsel patients about a potentially fatal adverse reaction, Neuroleptic Malignant Syndrome (NMS), that 
has been reported in association with administration of antipsychotic drugs. Advise patients, family 
members, or caregivers to contact the healthcare provider or to report to the emergency room if they 
experience signs and symptoms of NMS [see Warnings and Precautions (5.4)]. 
 
Tardive Dyskinesia 
Counsel patients on the signs and symptoms of tardive dyskinesia and to contact their health care provider 
if these abnormal movements occur [see Warnings and Precautions (5.5)]. 
 
Late-Occurring Adverse Reactions 
Counsel patients that adverse reactions may not appear until several weeks after the initiation of 
VRAYLAR treatment [see Warnings and Precautions (5.6)].  
 
Metabolic Changes (Hyperglycemia and Diabetes Mellitus, Dyslipidemia, and Weight Gain) 
Educate patients about the risk of metabolic changes, how to recognize symptoms of hyperglycemia and 
diabetes mellitus, and the need for specific monitoring, including blood glucose, lipids, and weight [see 
Warnings and Precautions (5.7)]. 
 
Leukopenia/Neutropenia 
Advise patients with a pre-existing low WBC or a history of drug-induced leukopenia/neutropenia that 
they should have their CBC monitored while taking VRAYLAR [see Warnings and Precautions (5.8)]. 
 
Orthostatic Hypotension and Syncope 
Counsel patients on the risk of orthostatic hypotension and syncope, especially early in treatment, and also 
at times of re-initiating treatment or increases in dose [see Warnings and Precautions (5.9)]. 
 
Interference with Cognitive and Motor Performance 
Caution patients about performing activities requiring mental alertness, such as operating hazardous 
machinery or operating a motor vehicle, until they are reasonably certain that VRAYLAR therapy does 
not affect them adversely [see Warnings and Precautions (5.12)]. 
 
Heat Exposure and Dehydration 
Educate patients regarding appropriate care in avoiding overheating and dehydration [see Warnings and 
Precautions (5.13)]. 
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Concomitant Medications  
Advise patients to notify their physicians if they are taking, or plan to take, any prescription or over-the-
counter drugs since there is a potential for interactions [see Drug Interactions (7.1)].  
 
Pregnancy  
Advise patients that third trimester use of VRAYLAR may cause extrapyramidal and/or withdrawal 
symptoms in a neonate. Advise patients to notify their healthcare provider with a known or suspected 
pregnancy [see Use in Specific Populations (8.1)]. 
 
Pregnancy Registry 
Advise patients that there is a pregnancy exposure registry that monitors pregnancy outcomes in women 
exposed to VRAYLAR during pregnancy [see Use in Specific Populations (8.1)]. 
 
Licensed from Gedeon Richter Plc. 
 
 
Manufactured by: 
Forest Laboratories Ireland Limited 
Dublin, IE. 
 
Distributed by: 
Allergan USA, Inc. 
Madison, NJ 07940 
 
 
VRAYLAR® is a registered trademark of Forest Laboratories Holdings Ltd., an Allergan affiliate. 
 
©  2022 Allergan. All rights reserved. 
v5.0USPI115 
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MEDICATION GUIDE 
VRAYLAR® (VRAY-lar) 

(cariprazine)  
capsules 

What is the most important information I should know about VRAYLAR? 
VRAYLAR may cause serious side effects, including:  
• Increased risk of death in elderly people with dementia related psychosis. Medicines like VRAYLAR can raise 

the risk of death in elderly who have lost touch with reality (psychosis) due to confusion and memory loss 
(dementia). VRAYLAR is not approved for the treatment of patients with dementia-related psychosis. 

• Increased risk of suicidal thoughts and actions. VRAYLAR and antidepressant medicines may increase suicidal 
thoughts or actions in some children and young adults especially within the first few months of treatment or 
when the dose is changed. 
o Depression and other mental illnesses are the most important causes of suicidal thoughts and actions.  
How can I watch for and try to prevent suicidal thoughts and actions in myself or a family member? 
o Pay close attention to any changes, especially sudden changes in mood, behaviors, thoughts, or feelings. This 

is very important when VRAYLAR or the antidepressant medicine is started or when the dose is changed. 
o Call the healthcare provider right away to report new or sudden changes in mood, behavior, thoughts, or 

feelings, or if you develop suicidal thoughts or actions.  
o Keep all follow-up visits with the healthcare provider as scheduled. Call the healthcare provider between visits 

as needed, especially if you have concerns about symptoms. 
Call a healthcare provider right away if you or your family member has any of the following symptoms, 
especially if they are new, worse, or worry you: 
 thoughts about suicide or dying 
 new or worse depression 
 feeling very agitated or restless 
 trouble sleeping (insomnia) 
 acting aggressive, being angry, or violent 
 an extreme increase in activity and talking (mania) 

 attempts to commit suicide 
 new or worse anxiety 
 panic attacks 
 new or worse irritability 
 acting on dangerous impulses 
 other unusual changes in behavior or mood 

 

What is VRAYLAR?  
VRAYLAR is a prescription medicine used in adults: 
• to treat schizophrenia 
• for short-term (acute) treatment of manic or mixed episodes that happen with bipolar I disorder 
• to treat depressive episodes that happen with bipolar I disorder (bipolar depression) 
• along with antidepressant medicines to treat major depressive disorder (MDD) 
It is not known if VRAYLAR is safe and effective in children. 
Do not take VRAYLAR if you are allergic to cariprazine. See the end of this Medication Guide for a complete list of 
ingredients in VRAYLAR. 
Before taking VRAYLAR, tell your healthcare provider about all of your medical conditions, including if you: 
• have or have had heart problems or a stroke 
• have or have had low or high blood pressure 
• have or have had diabetes or high blood sugar, or a family history of diabetes or high blood sugar. Your healthcare 

provider should check your blood sugar before you start and during treatment with VRAYLAR. 
• have or have had high levels of total cholesterol, LDL cholesterol, or triglycerides or low levels of HDL cholesterol. 
• have or had seizures (convulsions) 
• have or have had kidney or liver problems  
• have or had a low white blood cell count 
• are pregnant or plan to become pregnant. VRAYLAR may harm your unborn baby. Taking VRAYLAR during your 

third trimester of pregnancy may cause your baby to have abnormal muscle movements or withdrawal symptoms 
after birth. Talk to your healthcare provider about the risk to your unborn baby if you take VRAYLAR during 
pregnancy.  
o Tell your healthcare provider if you become pregnant or think you are pregnant during treatment with VRAYLAR. 
o If you become pregnant during treatment with VRAYLAR, talk to your healthcare provider about registering with 

the National Pregnancy Registry for Atypical Antipsychotics. You can register by calling 1-866-961-2388 or go to 
http://womensmentalhealth.org/clinical-and-research-programs/pregnancyregistry/.  

• are breastfeeding or plan to breastfeed. It is not known if VRAYLAR passes into your breast milk. Talk to your 
healthcare provider about the best way to feed your baby during treatment with VRAYLAR. 
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Tell your healthcare provider about all the medicines you take, including prescription and over-the-counter 
medicines, vitamins, and herbal supplements.  
VRAYLAR and other medicines may affect each other causing possible serious side effects. VRAYLAR may affect the 
way other medicines work, and other medicines may affect how VRAYLAR works.  
Your healthcare provider can tell you if it is safe to take VRAYLAR with your other medicines. Do not start or stop any 
medicines while taking VRAYLAR without talking to your healthcare provider first.  
Know the medicines you take. Keep a list of your medicines to show your healthcare provider and pharmacist when you 
get a new medicine. 
How should I take VRAYLAR? 
• Take VRAYLAR exactly as your healthcare provider tells you to take it. Do not change the dose or stop taking 

VRAYLAR without first talking to your healthcare provider. 
• Take VRAYLAR 1 time each day with or without food. 
• If you take too much VRAYLAR, call your healthcare provider or Poison Control Center at 1-800-222-1222 or go to 

the nearest hospital emergency room, right away. 
What should I avoid while taking VRAYLAR? 
• Do not drive, operate machinery, or do other dangerous activities until you know how VRAYLAR affects you. 

VRAYLAR may make you drowsy. 
• Do not become too hot or dehydrated during treatment with VRAYLAR.  

o Do not exercise too much.  
o In hot weather, stay inside in a cool place if possible.  
o Stay out of the sun.  
o Do not wear too much clothing or heavy clothing.  
o Drink plenty of water. 

What are the possible side effects of VRAYLAR? 
VRAYLAR may cause serious side effects, including: 
• See “What is the most important information I should know about VRAYLAR?” 
• Stroke (cerebrovascular problems) in elderly people with dementia-related psychosis that can lead to death. 
• Neuroleptic malignant syndrome (NMS) is a serious condition that can lead to death. Call your healthcare 

provider or go to the nearest hospital emergency room right away if you have some or all of the following signs and 
symptoms of NMS:  
o high fever  
o confusion  
o changes in your breathing, heart rate, and blood pressure 

o stiff muscles 
o increased sweating  

• Uncontrolled body movements (tardive dyskinesia). VRAYLAR may cause movements that you cannot control in 
your face, tongue, or other body parts. Tardive dyskinesia may not go away, even if you stop taking VRAYLAR. 
Tardive dyskinesia may also start after you stop taking VRAYLAR. 

• Late occurring side effects. VRAYLAR stays in your body for a long time. Some side effects may not happen 
right away and can start a few weeks after you start taking VRAYLAR, or if your dose of VRAYLAR 
increases. Your healthcare provider should monitor you for side effects for several weeks after you start and after 
any increase in your dose of VRAYLAR. 

• Problems with your metabolism such as: 
o high blood sugar (hyperglycemia) and diabetes. Increases in blood sugar can happen in some people who 

take VRAYLAR. Extremely high blood sugar can lead to coma or death. Your healthcare provider should check 
your blood sugar before you start, or soon after you start VRAYLAR, and then regularly during long-term 
treatment with VRAYLAR. 
Call your healthcare provider if you have any of these symptoms of high blood sugar during treatment 
with VRAYLAR:  
 feel very thirsty  
 feel very hungry  
 feel sick to your stomach 

 need to urinate more than usual  
 feel weak or tired  
 feel confused, or your breath smells fruity 

o increased fat levels (cholesterol and triglycerides) in your blood. Your healthcare provider should check the 
fat levels in your blood before you start, or soon after you start VRAYLAR, and then periodically during treatment 
with VRAYLAR.  

o weight gain. You and your healthcare provider should check your weight before you start and often during 
treatment with VRAYLAR.  

• Low white blood cell count. Your healthcare provider may do blood tests during the first few months of treatment 
with VRAYLAR. 
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• Decreased blood pressure (orthostatic hypotension). You may feel lightheaded or faint when you rise too 
quickly from a sitting or lying position.  

• Falls. VRAYLAR may make you sleepy or dizzy, may cause a decrease in your blood pressure when changing 
position (orthostatic hypotension), and can slow your thinking and motor skills which may lead to falls that can cause 
fractures or other injuries. 

• Seizures (convulsions).  
• Sleepiness, drowsiness, feeling tired, difficulty thinking and doing normal activities. See “What should I avoid 

while taking VRAYLAR?” 
• Problems controlling your body temperature so that you feel too warm. See “What should I avoid while taking 

VRAYLAR?” 
• Difficulty swallowing that can cause food or liquid to get into your lungs.  
The most common side effects of VRAYLAR include: difficulty moving or slow movements, tremors, uncontrolled 
body movements, restlessness and feeling like you need to move around, sleepiness, nausea, vomiting, indigestion, 
constipation, feeling tired, trouble sleeping, increased appetite, and dizziness  
These are not all the possible side effects of VRAYLAR.  
Call your doctor for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-1088. 
How should I store VRAYLAR?  
• Store VRAYLAR at room temperature, between 68°F to 77°F (20°C to 25°C).  
Keep VRAYLAR and all medicines out of the reach of children. 
General information about the safe and effective use of VRAYLAR.  
Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Do not use VRAYLAR 
for a condition for which it was not prescribed. Do not give VRAYLAR to other people, even if they have the same 
symptoms that you have. It may harm them. You can ask your pharmacist or healthcare provider for information about 
VRAYLAR that is written for healthcare professionals.  
What are the ingredients in VRAYLAR? 
Active ingredient: cariprazine  
Inactive ingredients: gelatin, magnesium stearate, pregelatinized starch, shellac, and titanium dioxide. 
Colorants include: black iron oxide, FD&C Blue 1, FD&C Red 3, FD&C Red 40, or yellow iron oxide. 
Manufactured by: Forest Laboratories Ireland Limited, Dublin, IE.   
Distributed by: Allergan USA, Inc. Madison, NJ 07940  
©2022 Allergan. All rights reserved. 
For more information, go to www.VRAYLAR.com or call 1-800-678-1605. 

This Medication Guide has been approved by the U.S. Food and Drug Administration. Revised 12/2022  
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